2023%12HeET G 1R
Bp & RiMRE

BREAR - 1841

B ERERE
ez r—7

FIAERAERG i R 5
872649
20mg 40mg
Aodss | 22000AMX01664000 | 22000AMX01665000
Wezebain 20084 11H 20084:11H

FhFOTTVF—7 20mg[S5T—)l] KETOPROFEN TAPES 20mg/RAKOOL
hFOT7xV5T—7 40mgl>T—)b] KETOPROFEN TAPES 40mg[RAKOOL]

2. B2 CROBEIII/RELEWNT L)

2.1 AHISUSAFID IR U COBBEE DB DO & % 84

22 7 A VKR JEATEA RMERBERSIZIC X B 0E
FIEDFEH) I ZTOMERDOD 5 EH M EIEERFTE
T2BZTNHDHS.] [9.1.1, 11.1.25H]

23 F 77T UM, AT Ty, T/ T 4T 5— il
CICAF IR VRUCA T S 7D Lo aEaT 280 (3
VATV = FKE) K UCORBUE DM D H B B
FH [TNS DRI U TRBUEDOREI D H % 5 Tk,
AFNH UTHMBUEZ R T BENDD S, ]

2.4 HEABUEDOEEDH S EH (5.0 8.1, 11.1.45MH]

2.5 iR IO [9.5.1204]

3. 85K - tEIR
3.1 AR
— ryravzyy—7 | rhrazzyi—7
. 20mg 57—l ] 40mg 57—V |
e VR AR F7Ol Ukt AR T
R 7 x20mg 7 140mg

VBT ZI)IVT I R, AF LAY T L
AF L7y 7HESK 7IVRUEE X
IS5V HEIST T 4 v NV VBT TF ),
[-AY b=l BHT, AFI X2V

3.2 HAIDOMR
e

AN

ryoraizyr—7 ryoaizyr—>7,
20mg 27—l 40mg 27—V
fe o DA PR A I It~ L D B O F
MK (HRERBIEL, AT —TE-SZMIAITHD.
DI RE T/ EHT %,
#HIDOKEE 7cm X 10cm 10cm X 14cm

A — K 05 06

4. WMRERUIFHR

OTREBLCITIERDER - HE
FEfeiE (Bf - BRRMEREIERE. B MEEHEE. HRRE. &
MR . ERMREE. SREEMARERX. B - R BE
Ex. LB LFEX (7 ZANF). BRE. MEROER-
i

OFfi Y VX FIL B B EEEIRARDER

5. BhEEX (T hRICRET 2ER
AHIDOMAIC & O EIE B G5, HARRBUEDFEH T %
TENBHO, HITEEEDOREWFZICHEIET 2 HINHE S
NTVWBDT, FIROERE EORENZ o iato B R
W EOHBENGERMEZ LR ZEECORFEHT ST &,
(2.4, 8.1, 9.8, 11.1.3, 11.1.4%M]

6. FEKRUAE
TH1EREIC Y9 5,

8. EELEKRIE
(Gheett@)
8.1 S R SUIERBBIBIEZFEBI T 2 T LB b, FITid

HEOEGMUFBICE > TER B HRE TN THED T, flif
AN EF ISR LRDOIRE R F0Iciro T &, [24, 5., 9.8,
11.1.3, 11.1.4%4]

BRI OIS D ST, AR E BT S C
EMBHBDT, F5 - FoaR, TP FRBURSE O K iR
WED NG, BEHBICHEHZRIEL, B EEE L.
2T BHT L, kB, HHBEHZRE L TRIT 2550
HZHDT, [FARRICHET ST &,

OEHGEBOEE RIS S C BB DT, TS RECH
o5, FHOEEZRTSE L LI, HEOI T,
IR LR, Y R—AZ—=FTHENT BT L, BB, HAVE
HiPE T ORI LRI BB S B2 BZNNH S DT, Kt
MrzE R VY oLz EZERT S &, £z,
FHBBALSEAAZREBRLCRITZLEHBDT,
%L Y7 OM. FRICERT2 e, RENRDLNT
LEcZEBIClifZRIE L, B 2L L. @Y UE s
frock,

BBREE. TR URIETE. SREMEARERX. B - BEA. BEABREX.

g EFEX. HAE. MEROER - @

8.2 THRFUFANC X 2 IRIHERILE TH B DT, SRS T T
HEYFHELNOFEL EE TR L, T, FHIERICD
72 2 GBI ZBEOIREZ T ic Bl U, RITERH OFEBUCH
EILTE,

(BEER Y U FITH T ZEERARDERE)

8.3 THABURANC X B IBPHIHERETH S DT, iU U FHK
FIC K B EYIRBEMIbN, RBEICFEADOK S EHED
T B &,

8.4 BHEIMDIREZBL LN SMA L, EHIchz0iBIR el
HALlanT &, £, RBER/INEOKEBICE EDHB T &,

9. HENEEAETHEEZICEHTHER

9.1 SHHE - IEEZFDH 5 EE

9.1.1 SEXWEDHZHEE (7RE VIREXRIZZDEIFED
HBEEERL)
T AEY UKTRWT & TR T B T b &UE S
BOEZEOTTET A VIEBBEENBELTVE T LN
EZONTEBL, TNOHOEETRMBEREZART 5257
NhdH s, [2.2. 11.1.25814]

9.1.2 BEREEDH 5 EE
T2 P 5 RAEIC S U CTHIWV 28 @Y A B # S bt
HEAIZHHA L, BEE oI ERICHTT ST &, K
JE OEAYEE R LT 2 B8Z N H %,

9.5 1147

9.5.1 RGN
fHLARWC E, 7 N 707 x> O HFIZ RSO 2
PRI L2a. IRREIIREIGEDRE 2 2 &hd 5, [2.5
S

9.5.2 iR (GHREHIERC) XITFEIRL TWSEEEEDH 5%
{3
B EOERMENERMEA BB &Il E N B eI DB
MIBc e, BEE/NEOMFHICE EB B EHEICEHT
B2k, 7T oy OYN TN AR PR A 0 AR 4
L. FrKEBENRE 72 OMEND S, iz, rutF
U —BRHER] GROAL ABFD ZicER L, BRIRO
BEWRRER T R ORI, Z USRS Kl EN R & T2 &
DOWEND %,



9.7 IhNR
AN 5 & U T B R AR BRI I L Tz,

9.8 EitE
HEAHT O ORBEICTFE LA S EEICEMT 5 &,
H(0.3%7 7O 7 2 VIHAD O HEE ORE, S
FCRIVER (Bl RS 98 OFBIRMNE RIS @ - 12 [5.8.1,
11.1.32H]

10. #HE{FMA
102 HAZE HAICEETSHI L)

EARE | RAEIR - FHETE W - fEBRIA T

Fh7aT7 s ROFN 7 TaT e A
EAFRLFY—LD | FLFY—F2HHL
ARRPLF | FIHICEOAFRLF | GE A FLF
Y—h Y— b OB E | Y — b OEFHIEDHEF
NZTELNH%, ENBEMREEN
T3,

11. BIfER
ROFWEFADH HHNZT ERHZDT, BEETMTITU,
FHEDED NG A2 IET % 7% &) x g x
1oz,

1.1 EXEEIER

111 Yavy GEHERE., 7+ 745F— (0.1%A5)
vavw . TFr T4 TF— (ERE, MR, B
BHELNBT DS,

11.1.2 BERKEDFER (AU VRE) (0.1%KiH)
WS, MR, PR R R O GRS R U A
ffifZzERmIET 2T b, 5, AANC X B HEFIEOFEFIE,
GBI TR L TV 5, (2.2, 9.1.153]

11.1.3 #pRERA (5%AI. HEEHNISHERE)
MRS FEBI U 725895 « F&IR. 2 5 FEik, MUK, RLBESEHS
MU, JEE. . KE - U5 AFEOERERE DR HERARSD
MERE, OEPICNVRIEL, & SICREICERIEIRD L
KLUEETZCehH D, kb, HHBMHZRELTH
SRETZCELH D, [5. 8.1, 9.85HH]

11.1.4 Fes&GBBE CHE R
WA 2 SIS IRER T B T L IC K D, BWZ S FERLES AL
B, J&95. WIEUR, BERR. TREE. AKJE - UHAFOEEDR
JEARIEIRD MBS, OEBENRE L, ISHICEHICRE
RIERDIER LEEILT B W BB, Al MHEEED
SEAHAZRBLTHORETE 8D %, (2.4, 5. 8.1
]

11.2 ZOfDEIER
BEE

S

0.1~5%A i 0. 1%Aifs HE A

J D FEE, FEAR R | BRI
MR, & 5 Feik. ofl

BM s k- OB A

s
. S, IRE
B W P
e L

14. BRLDEFE
14.1 ZRIERRFDER
14.1.1 {ERAERMT
{E AT DR R £ T ENH %O T, FBUERE. ki,
B I FEE O IIEH Lz &,
14.1.2 {EFEE
(1) ABD305 L Emiiciamnd T &,
(2) NBBEBICEHLENT &,
(3) AFNCINT=T T HE, Sl VESORMBIC M TN T &,

16. ZHPENRE

16.2 TRUX

16.2.1 ®IVEY MEEKSE - BIE5KRE
FevazzrvEeaT—7HEENEY MCHEREG LIz
x| IEWEE TSR Tl A REICE L, 24X T
I G B ORI20% I E NIz DIt U, ffE e %2 #HEE L 72
RIS Tl 3057 THI20% DR UY & A1 RS C i e I R 1
FEL. 24K TITHI90% DRI & iz,

163 275

16.3.1 fERPRE
EBIVEY MBS
EHEFAOUCHT vz yafir—74% (Fr7u7x
> & L T1.53mg/head) 7 24RFHIHEHRG Uzt &, e
T T o YRR R OHR R E S T O, SN -
T o VISR TREE L, TNEN0.15ugY
H/mL. 1.48pgXMim/g. 0.36pugMm/gTdh > 7. M. i
W7 b7 a7 o Vg REIIEERr ST VIEER D
EL M a7 vy (5mg/kg) RROBEGIC KB M4
N a7 o U (HIRN0.3TpgM /g, HiAMNO0.32pg X iR
/g) XOED-Tz, THIC, 24KlICBVWTEZENZE N, 1.05
pgit/g, 0.21pgiw/gl miRE MR LT\, £, %
DO AR T LA K O @O AR 2785 U 72l fs 13 5
DHTHTH, ZOmEIREF0.19pug 8/ gL K> 7,

17. BPRAAE

17.1 BERURESEICET 5HER

(ER N RABAENEE. FBIE)

17.1.1 EREEKRER
[E N 3Jitia% THEFHA3HII DU T 3 E A7z — iR bl R Ak B oD B
FIRDEBD TH B2,

R R

FPRE UG E LHEG GV

BB
250 M R B E | 65.0% (13/20) | 85.0% (17/20)
i Jid fit | 65.2% (15/23)| 82.6% (19/23)

18. EhEEER

18.1 fERKRF
TRRARGS 2Dy OEERINEICER., (g OEm )
PEM BEREEE L E R ENEZ B NTNSY,

18.2 MRIE - SEBIEA
FhruvzrvaaT 7RG BERIEETVTCHD T Y
Ik Dcotton pelletA2EME K Cadjuvant iz, EEETIVTH
%Z v b DyeastSE LI, kaolin-carrageeninZ$ i fE 9 [z
UTHREIRB AR OV TR LT, AR %
RLTedD,

19. BREESICEEY HE(LFHMNE
—WEIEFR - 7 v 7a 7 > (Ketoprofen)
{b2#4 ¢ (2RS)-2-(3-Benzoylphenyl) propanoic acid
73720 1 CieHi1403
S) TR 254.28
HEEL

o cHs

O COH
O O RUBHRRE

PR AOOREEDOMAETH S, AR/ =)D TIA
IR, TR/ —=)V(OQ5) XIET7 & s /BT T
UKITIE &E A ETRIT TR, FEIT K > TEE®ICIx %,

Al N 94~97°C

22. @k
rev7o7zv7—720mg T59—1b1)
TOML [THL/ 148X 104%]
b 7a7zr7—740mg T59—Ib1)
TORC [THU/ 145 X 1043]

23. FEXHk
D KEFERNED @ EHEMPIZE. 199324 (7) : 727-741
2) tENEEL (20024E7 H7KER. HHEEERD
3) WLIFEET A ESHGAZE. 1993 ; 24 (8) : 819-830
4) WOFETH - ESRAAIZE. 1993 5 24 (8) : 831-841

24, XEFERERUEWVEDE LR
77 =)V E R At DIE
T123-0864 HLUABEZIXIELEL T HO#E 145
TEL : 03-3899-8881
FAX © 03-3853-9641
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